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DETAILED ACTION 

Election/Restrictions 
Applicant's election of Group I, claims 1-11 in the reply filed on 7/18/2007 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). The restriction of Groups I and II is made 
FINAL 

Upon further consideration, examiner now withdraws the species election 
because while the individual compounds are distinct, the class of glucocorticoid receptor 
antagonists are fairly well known and would not be a burden to search. 

Claims 1-11 of Group I are now examined. 

Information Disclosure Statement 

The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 
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Specification 

The attempt to incorporate subject matter into this application by reference to 
documents listed in paragraph 46 is ineffective because the foreign applications and 
non-patent literature are not allowed to be incorporated by reference. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

states- 
Claims 1-11 are rejected under 35 U.S.C. 102(b) as being anticipated by 

SCHATZBERG, et al. (US 6,150,349). 

1. A method of ameliorating the symptoms of postpartum psychosis in a patient in need 
thereof, 

While the earlier '349 teaches the treatment (inherently ameliorating) of "major 
depression" (see claim 1), which includes postpartum psychosis where '349 
teaches multiple forms of postpartum psychosis ("postpartum psychosis that 
does not meet other DSM IV categories" column 15 lines 55-56). 

comprising administering an amount of a glucocorticoid receptor antagonist effective to 

ameliorate the symptoms of the postpartum psychosis, 
See claim 1. 
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with the proviso that the first psychotic symptoms arise within nine months of childbirth, 
that the patient has never suffered any psychotic condition not triggered by childbirth, 
and that the patient did not suffer from psychosis prior to parturition. 

Description of the patient population, where the major depression-type 

postpartum psychosis includes these parameters. 

2. The method of claim 1 , wherein the first psychotic symptoms arise within eight weeks 
of childbirth. 

The term postpartum inherently means beginning in or extending into the 
postpartum period, which includes the first eight weeks after childbirth. 

3. The method of claim 1 , wherein the glucocorticoid receptor antagonist comprises a 
steroidal skeleton with at least one phenyl-containing moiety in the 1 1-p position of the 
steroidal skeleton. 

See claim 2 and column 3 lines 56-61. 

4. The method of claim 3, wherein the phenyl-containing moiety in the 1 1-p position of 
the steroidal skeleton is a dimethylaminophenyl moiety. 

See claim 3 and column 3 lines 56-61 . 

5. The method of claim 4, wherein the glucocorticoid receptor antagonist comprises 
mifepristone. 

See claim 4 and column 5 lines 13-21. 

6. The method of claim 4, wherein the glucocorticoid receptor antagonist is selected 
from the group consisting of 1 10 -(4-dimethylaminoethoxyphenyl)-17a-propynyl-17p - 
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hydroxy-4,9 estradien-3-one and 17p-hydroxy-17a-19-(4-methylphenyl)androsta-4,9( 11 
)-dien-3-one. 

See column 10, lines 17-20 which teaches RU044, 17f3-hydroxy-17a-19-(4- 
methylphenyl)androsta-4,9( 1 1 )-dien-3-one, as another GR antagonist. 

9. The method of claim 1 , wherein the administration is once per day. 

See claim 10. 

10. The method of claim 1 , wherein the mode of administration is oral. 

See claim 1 1 . 

1 1 . The method of claim 1 , wherein the mode of administration is by a transdermal 
application, by a nebulized suspension, or by an aerosol spray. 

See claim 12. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors, jn considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
SCHATZBERG, et al. (US 6,150,349) in view of BRADLEY et al, J. Med. Chem. 45, 
2417-2424 (2002). 

SCHATZBERG, et al does not teach when the specific glucocorticoid receptor 
antagonists listed in claim 7. 

BRADLEY et al, J. Med. Chem. 45, 2417-2424 (2002) teach GR antagonist 
compounds (see title, abstract, and pg 2417 first full paragraph) 4a(S)-Benzyl-2(R)- 
prop-l-ynyl- 1,2,3,4,4a,9,10,10a(R)-octahydro-phenanthrene-2,7-diol diol (pg 2421 3 rd 
full paragraph)and 4a(S)-Benzyl-2(R)- chloroethynyl-1,2,3,4,4a,9,10,10a(R)-octahydro- 
phenanthrene-2,7-diol (pg 2421 2 nd full paragraph). Therefore, one skilled in the art 
would recognize the ability to substitute compounds that have the same glucocorticoid 
receptor antagonistic properties, and would have a reasonable expectation of success. 
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Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
SCHATZBERG, et al. (US 6,150,349) as applied to claim 1 above, and further in view of 
GEBHARD (US 6,011,025). 

SCHATZBERG, et al does not teach when the specific glucocorticoid receptor 
antagonists listed in claim 8. 

GEBHARD claims the glucocorticoid receptor antagonist (1 1 (3,1 7P)- 1 1-(1 ,3- 
benzodioxol-5-yl)-17-hydroxy-17-(1 -propynyl)estra-4,9-dien-3-one (see abstract and 
claim 6).Therefore, one skilled in the art would recognize the ability to substitute 
compounds that have the same glucocorticoid receptor antagonistic properties, , and 
would have a reasonable expectation of success. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-11 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-4 and 10-12 of SCHATZBERG, et al. 
(US 6,150,349) (hereafter '349). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because they both are directed to methods 
of treating depression. See the above 102 and 103 arguments above for support of the 
anticipation and obviousness. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin J. Packard whose telephone number is 571- 
270-3440. The examiner can normally be reached on M-R 9-4:30 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/772,919 



Page 9 



Art Unit: 1609 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

13 September 2007 
BP 




